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(?) QUESTION 2% INVESTIGATION

« What is the European physician awareness, « DS and LGS are rare, developmental and epileptic encephalopathies that are characterised by high seizure

knowledge, and self-reported compliance regarding burden and severe cognitive, behavioural, and motor impairments?.2

fenfluramine (FINTEPLA®) risk minimisation Fenfluramine oral solution is approved as add-on therapy for seizures associated with DS and LGS in

measures when prescribing fenfluramine for patients >2 years in the EU3 and UK*; fenfluramine is also approved in other countries/regions, indications

patients with Dravet syndrome (DS) and Lennox- may vary

Gastaut syndrome (LGS)? Due to cardiovascular findings originally identified when the fenfluramine oral tablet was used at high
doses (60—120 mg/day) as an anorectic agent, echocardiogram (ECHO) monitoring is required regularly in
patients on fenfluramine to detect possible early signs of valvular heart disease (VHD) or pulmonary
arterial hypertension (PAH)

In Europe and UK, ECHO monitoring must be conducted at baseline (prior to fenfluramine start) and

then every 6 months for the first 2 years, annually thereafter; an ECHO must also be conducted 3—-6

months after discontinuing fenfluramine34

Risk minimisation measures also include the use of fenfluramine educational materials for prescribers,

patients and caregivers that describe cardiovascular risks and requirement for monitoring, as well as

information to prevent off-label use of fenfluramine for weight management

« These measures are also emphasized for physicians via the Controlled Access Program (CAP)
through which fenfluramine is prescribed and dispensed to ensure its safe use

Here, we present the survey data on awareness, knowledge, and self-reported physician compliance

regarding fenfluramine safety in Europe

O. RESULTS

Overview of Physician Participation Correct Responses to Survey Questions Supporting the Primary
Objective Domains of Awareness, Knowledge, and Self-reported
Compliance (N=118)
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24/118 (20.3%) of physicians (95% CI: 13.5 to 28.7)

provided correct responses to ALL 9 questions.
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Abbreviations: CI, confidence interval, ECHO, echocardiogram; FFA, fenfluramine.

METHODS

In this non-interventional, cross-sectional postmarketing safety study, a secure electronic survey of closed-ended questions was delivered « Additionally, secondary objectives were: to assess the physician-reported distribution of educational materials to patients/caregivers; and
to physicians routinely prescribing fenfluramine to assess the awareness, knowledge, and self-reported physician compliance regarding physician-specific educational material on

« Data were collected 12—-18 months after educational program implementation in each country prevention of fenfluramine off-label use for weight management

« The primary objective was to assess effectiveness of the fenfluramine educational program in the domains of awareness, knowledge, « Descriptive statistics were used and 95% confidence intervals were calculated with the Clopper-Pearson method

and self-reported physician compliance
« Success criterion for effectiveness was defined as >80% of physicians providing correct responses to all nine survey questions related
to awareness, knowledge, and self-reported compliance
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and demonstrated high compliance with echocardiogram monitoring

Physicians demonstrated a high level of awareness about the benefit-risk of prescribing Disclosures
fenfluramine for weight management; thus, the risk of off-label fenfluramine use for All authors are employees of UCB with stock ownership.

weight management can be considered minimised

Regular and ongoing distribution of educational materials to prescribers, patients, and
caregivers is needed to re-emphasize risk minimisation measures
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